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I DATA EV ALUAT]ON RECORD 

STUDY TYPE: Acute Dermal Toxicity - Rabbit [OPPTS .870.1200 (§81-2)]1 

DP BARCODE: D261694 
P.C. CODE: 047501 

SUB_MISS[QN CODE: 8572362 
CASE NO.: 065184 

TES·r MA T ERfAL: Food Contact Ha:rd Surface Sanitizer 6609-NS-I-66-B~ ] 

e SYNONYMS: Not reported 

ClT A TI_ON: Kukulinsld~ M .. (1999) Acute dermal toxicity study .. Tox Monitor Laboratories. 
Inc., 33 West Chicago Avenue,. Oak Park,. IL 60302. Study 99-0166-4, September 
B, 1999. MRID 44977402. UnpubHshed. 

SPONSOR: Nice-Pak Products, 2 Nice~Pak Park, Omngebmg, NY 10962 

EXECUTIVE SUMMARY: In an acute dermal toxicity study (MRID 44977402) approximately 
W% ofthe body surface are.a of five male and. fhre female young adult . e\v Zealand "\\!bite 
rabbits was dennaUy exposed to 2000 mgfkg Food Contact Hard Surface Sanitizer 6609-NS-~-
66-H-1 (Lot No ... not reported) for 24 hours. The animals were observed fbr 14 days. 

None ofthe anima]s died duri11g the study. One rabbit was normal throughout the s.t.l!Idy. 
Erythema and edema. were noted on day 1 on 9/10 tmd 5/10 rabbits, respectively. Eryi1'H;:ma 
pcrsjsted on some ofthe .rHbbits through day 4. S·caJing ofthe stratum corneum \vas noted on 
6/ 10 :rabbits starting on day 4 .. By day 10. all rabbits retl.n;u:d to 11\)mJal AU rabbits had norma~ 
body we[ght gains .. No gm.ss changes \Vere observed a:t :nec-ropsy. 

The dermal LD:50 for :mal·es, females, and combined was> 2000 mglkg (Lbnit Test). 

Food Contact Hard Surface Sanitizer 6609.;NS-I-66-8-1 is in TOXICITY CATEGORY III 
base:d. on. the I...D 50· 

This acute dermal study is dassified as Accepta.ble/Guidel.ine and satisfies the subdivision. F 
guideline requirements fo.r an acute dermal study [870.1200 (.81-2)] in the rabbit. 

COMPLIANCE: Signed and dated GLP. Quality Assurance., and Data Confidentia:lity statements 
were provided. 
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lSOPROPANOL Acute Dermam Study [870.11.21}1} (§81-2)] 

1 1\'IATERJALS AND l\1ETHOllS 

A. MATERIALS 

[. Test rnater]a] : Food Contact Hud Surface Sanitizer 6609-NS-I-66-B-] 

Description: c-l.ear liquid 
LotfBatch #: not repm1ed 
Composition: not reported 

2. Vehicle and/or positive contro~ 

None 

3. Test animals 

Species: rabbit 
Strain: New Zealand \Vhite 
Age and/orweighta:it dosing: young .adult;. males: 2.03~2.21 kg. fema[es: 2.05-2.74 kg 
Source: Kuiper Rabbitry,, Gary, IN · 
Acclimation period: at least 4 days 
Diet: Purina Rabbit Chow, ad libitum 
\Vater: ad l.ib.ilum 
Housilllg: individually in stainless steel cages 
Envirorunenta] conditions: 

Temperature: not reported 
Humidity: n.ot reported 
Air changes: not reported 
Photoperiod: not r,eported 

B. STUDY DESIGN AND ivffiTHODS 

1 . In life dates 

Start August 11 ~ 1999; ,end: Aug:ust 25, 1999 

2. Animai assigmnent and. treahnent 

The study was conducted as a limit test using five male and :five female mbb:i.ts gi v,en 
a single 2000 mg/kg dose of Food Contact Hard Surface Sanitizer 6609-NS-J-66-B- l 
applied to the shaved area on the dorsal trunk (approximately 10% of the body 
surface) .. The application site \vas cove:red \vith gauze dressing, a s],eeve of plastic 
sheeting. and secured. with non-irritating t.ape. The covering was. removed 24 hmus 
lakr and the site wiped for any resid\Ial test material. The animals wer,e obser-ved for 
cHnical signs oftoxic.ity frequently on the day of test and! a·t least daily thereafter for 
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ISOPROPANOL Acute D-.wm;:aJl Study [870.1 100 (§81-1)] 

14 days. They were weighed prior to test mat·erial applicati.on, aiii.d on .study days 7 
and 14, AU rabbits were sSJ.Crificed. and necropsied. 

3. Statistics 

Calculation of the demmJ LD50 was not required. 

ll. RESULTS AND DISCUSSION 

A. MOR I' AUTY 

None of the rabbits cHed dur]ng the study. 

The dennal LD50 for males, females. ru1d combined was> 2000 mg/kg .. Tllis places Food 
Ccm.tact Hard Surface Sanitizer 6609-NS-]-66-B-1 in TOXICITY CATEGORY IU. 

B:. CLINICAL OBSERVATIONS 

One 1ab bit was non:nal throughout the study. Erythema and edema were .noted on day 1 
on 9/W and 51]0 rabbits~ respectively .. Erytl1ema persisted em some of the rabbits through 
day 4. Scaling of the s.tm.trum corneum was noted on 6/10 mbbits starting on day 4 or 5, 
By day 1 0;. aU rabbits returned to normal. 

C. BODY WEIGHT 

All rabbits had normal body weight gains. 

D. NECROPSY 

No gross chru1.ges were observed. 

E . DEJFIC[ENCrES 

The lot no. ofthe test. mamr.i.al and environmental conditions of the animal mom were not 
reported. These would not affect the study results. 
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